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□ Since this application is in cond.^ 213 . 

U in accordance with the practice under Ex parte Quayle, 1 935 C ^ ^ ^ 

A shortened statutory period for response » to this action « period for response will cause the 

is longer, from the mailing date of this ^n c«. Fa lure to^ ^ ^ upder ^ provtslQns of 

application to become abandoned. (35 U.S.U 3 iMh 
37 CFR 1.136(a). 
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DETAILED ACTION 
Response to Amendment 



Claims . and 9 have been amended and claims 7, 8 and 13 have been canceled as 

mo fi a 1 * rvtnher 1999 Claims 1-6 and 9-12 are pending 
requested in the amendment of paper #8, filed 15 October 1999. u 



in the instant application. 



Claim Rejections - 35 USC § 112 
2 The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

Claims 9-i . are rejected under 35 U.S.C. . 12, second paragraph, as being incomplete for 
omitting essential elements, such omission amounting to a gap between the element,. See MPEP 
5 2.72 01 The omitted elements are: the claims are directed ,o compositions, however, a 
composmon retires the presence of at least two e,emen«s to be considered a composition. The 
Cairns as written only reunite the presence of a human phosphorylated prolactin mimrc. 



3. 



Claim Rejections - 35 USC § 103 

♦■ f^URC 103(a) which forms the basis for all obviousness 
4. The following is a quotation of 35 U.S.C. ll« w wnu - 

rejections set forth in this Office action: 
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, . „ t ,u 0 timp the invention was made to a person 

manner in which the invention was made. 

5 Claims 1-6 and 9-12 are r ej ected under 35 U.S.C. 103(a) as being unpatentable over the 

„ , WT I S Pat No 4 725,549) and A. M. Walker (TEM, 5(5): 195-200) 
combination of Cooke et al. (U.S. Pat. No. % W ) 

in view ofMaciejewski eta.. (J. Bio.. Chen, 270(17): 27661-27665, .995. 

Cooke =t a,, teach the recombinant production of prolactin (see Example 4 a. column .0). 
Cooke e, a., do no, .each a nuc.eic acid e„codin g a prolactin with a —on a, the serine 

r • a* 1 70 1 80 is highly conserved between species and is a site of 
within the region of amino acids 170-180, is mgniy 

Ration (see pa g e ,96, column 3, Walker - .aches that phoned prolactin 
acts as a prolactin receptor antagonist, while nonphosphory.ated prolactin stimulates cel, 
proliferation (see pa g e 197, column 2). W.ker does no, teach prolactin with a substitution a, 
serine within the region of amino acids 170-180. 

Maciejewski et al. teachthe mutation of serine a, amino acid position 90 of bovine 
prolactin with glutamic acid. This substation mimics phospho.lation of the P r„,acti„, such that 

^b^otactin^^ctin^ep ^onis, (see page 27664, Figure 5). 

It wou ,d have been obvious to one of ordinal ski,, in the art to modify the recombinant 
pr „,ac,i„ of Cooke et al. by tire substitution of another amino acid for senne in the region of 
mi „o acids 170-180 in me manner .aught by Maciejewski e, al. in order to create a prolacbn 
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^ acid which would mimic P— „ for «. -use Walter teaches .a, this 
serin e , s important for biological «** - P— — " Pro ' aC,i " , 

was taught by Macaws, e, a,, because « — — ' — » — — 
phosphorylated pro,act,„ (without * — • ^ *" . 

— — *•-- h ■-^ T, ■ ,, * 4,,,, - 

s ,mi,ar result, absent clear and convincing evidence ,o the contrary. 

Claims 3 and 4 recite substitution of me serine residue with aspartate. However, 

^servattve amino acid substitution for glutamate (glutamic acid, Because Macieiews. e, a,. 



— 

chemical properties, absent evidence to the contrary. 

Claims 9-12 are directed to compositions of the phosphorylated proiacttn mtmtc. 
However, compositions of a proiactin mutant which is substituted a, serine 1, with another 



Page 5 

Application/Control Number: 09/065,330 
Art Unit: 1646 

activity an, phosphorylation creates a prolacun receptor adonis, which would be usefcl for 
anting the prolactin -ptor ■» - i— , absent evidence ,o the contrary. 



Conclusion 



6. No claim is allowed. 



(3 1NU Claim ^ — 

• „ nr earlier communications from the examiner should 
Any inquiry concerning this "-—^ is (703) 305-7519. The examiner 

be directed to Christine Saoud, Ph.D., whose M If attempt s to reach the 

can normally be reached on Monday to ^^J^, Gary Kunz, can be reached on 
examiner by telephone are unsuccessful, the examiner P 

(703)308-4623. 

Cert airr papers reiated to *. >^^«^£^A* . 
facsimile transmission. Papers should * «£*£™£*%P« ™* M " fMra wi * te T* 
Center located in Crystal Mall 1 (CMl)j^» ^ * P ^ md , 157 0 Q 94 (December 
published in the Official Gazette 1 156 OG 61 < JtowmW ■ ' ^ , he orlglna l 

28, 1993, (see 37 C.F.R. § 1 .6(d)). 4 ™ f ^ntaL NO DUPLICATE 

ssssssss KESsssssirr :s p-u * w 

Official papers fried b y te should be ^<S££S £S - " ^ 

please c^lH^ Gr^p recepti ons 

communications with the examiner should be directed ( ) 



NOT be faxed to 308-0294. 



i ♦•„« tn the status of this application or proceeding should be 



June 15, 2000 
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